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6) S Claim(s) 1-7.9-17,20 and 21 is/are rejected. 

7) E3 Claim(s) 8.18 and 19 is/are objected to. 
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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-4, 6-7 and 9 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Zucherman et al. (U.S. Patent Number 5,700,264). 

Zucherman et al. disclose a method for preparing a spinal disc space, comprising 
inserting a body portion of a distractor, 65, into the spinal disc space with an upper 
surface of the body portion adjacent an endplate of an upper vertebra and a lower 
surface of the body portion adjacent an endplate of a lower vertebra, advancing a 
cutting instrument, 34, over the body portion, and a cavity, 64, capable of receiving cut 
material, is formed in the body portion, the cavity opening toward each of the upper and 
lower surfaces (see column 4, lines 61-64). Insertion of the body portion includes 
contacting the endplate of the upper and lower vertebrae with the adjacent one of the 
upper and lower surfaces of the body portion. The cutting instrument and the body 
portion are removed from the disc space and an implant is inserted into the spinal disc 
space (see figures 8 and 1 1 and column 4, lines 36-65). Zucherman et al. teaches the 
use of imaging techniques to navigate the instrument (see column 4, lines 28-31). 
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Claims 16-17 and 20-21 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Wilhelmy (U.S. Patent Number 5,722,977). 

Wilhelmy discloses a method for preparing a spinal disc space, comprising 
inserting a body portion of a distractor, 15, into the spinal disc space, advancing a 
cutting instrument, 7, over the body portion into the spinal disc space, and limiting 
advancement of the cutting instrument into the spinal disc space by contacting the 
cutting instrument with a distal end wall of the body portion. The distal end wall includes 
a first width, and the cutting instrument includes an elongated shaft having a distal 
cutting end, the distal cutting end of the shaft configured to interfit with the body portion 
and includes a distally opening channel to receive the body portion of the distractor, the 
distal cutting end including a second width that is less than the first width. Insertion of 
the body portion includes contacting the endplate of the upper and lower vertebrae with 
the adjacent one of the upper and lower surfaces of the body portion. The cutting 
instrument and the body portion are removed from the disc space, and an implant is 
inserted into the spinal disc space (see figures 14-18, column 5, lines 13-24 and column 
8, lines 3-25). 

Claims 10-15 are rejected under 35 U.S.C. 102(b) as being anticipated by Levine 
(U.S. Patent Number 5,423,825). 

Levine discloses a method for preparation of a disc space between adjacent 
vertebrae, comprising a distractor insertable into the disc space, the distractor includes 
a body portion, 19, extending between a leading end and a trailing end, the distractor 
further including a flange, 53, extending from the leading end towards the trailing end of 
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the body portion, the flange forms a slot, 21, along the body portion, and provides a 
cutting instrument, 45, advanceable over the body portion from the trailing end and into 
the slot formed between the body portion and the flange of the distractor (see Figure 1). 

The cutting instrument is adapted to cut bony material from vertebral endplates 
adjacent the disc space to form an implant insertion location in the disc space. 
Furthermore, the cutting instrument defines a channel, 111, sized to receive the body 
portion of the distractor. In addition, the body portion includes a cavity, 55, capable of 
receiving at least a portion of the cut bony material (see figure 1). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Wilhelmy (U.S. Patent Number 5,722,977) in view of Hanson et al. (U.S. Patent Number 

6,641,582). 

Wilhelmy discloses a method for preparing a spinal disc space, comprising 
inserting a body portion of a distractor, 15, into the spinal disc space with an upper 
surface of the body portion adjacent an endplate of an upper vertebra and a lower 
surface of the body portion adjacent an endplate of a lower vertebra, advancing a 
cutting instrument, 7, over the body portion to remove material between the upper and 
lower surfaces of the body portion and the adjacent vertebra (see figures 14-18). 
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The cutting instrument is advanced over the body portion to remove material 
between the upper and lower surfaces of the body portion and each of the adjacent 
vertebra, and the cavity of the body portion is capable of receiving cut material. Insertion 
the body portion includes contacting the endplate of the upper and lower vertebrae with 
the adjacent one of the upper and lower surfaces of the body portion. Advancement of 
the cutting instrument includes contacting a distal end of the body portion to limit 
advancement of the cutting instrument into the disc space. The cutting instrument and 
the body portion are removed from the disc space and an implant is inserted into the 
spinal disc space (see figures 14-18, column 5, lines 13-24 and column 8, lines 3-25). 

Wilhelmy discloses the claimed invention except depositing cut material into a 
cavity formed in the body portion, wherein the cavity opens toward each of the upper 
and lower surfaces. Hanson et al. disclose depositing cut material into a cavity 24 
formed in the body portion 25, wherein the cavity opens toward each of the upper and 
lower surfaces and teaches the use of the cavity for passage of bone debris collected 
within the cavity during cutting (see column 5, lines 37-39). It would have been obvious 
to one skilled in the art at the time the invention was made to construct the device of 
Wilhelmy having a cavity formed in the body portion for depositing cut material, wherein 
the cavity opens toward each of the upper and lower surfaces, in view of Hanson et al., 
in order to provide a cavity for passage of bone debris collected within the cavity during 
cutting. 
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Allowable Subject Matter 

Claims 8, 18, and 19 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Response to Arguments 

Applicant's arguments filed on February 10, 2006 have been fully considered, but 
they are not persuasive. Regarding Zuckerman et al., examiner respectfully disagrees 
with applicant, since bone material can be deposited into bore 64 (see column 4, lines 
61-64). Since bone and disk tissue is captured between probe 22 and cutter 34, it is 
possible that bore 64 can contain bone and disk tissue, even though it is occupied by 
post 26. 

Examiner respectfully disagrees with applicant regarding the Wilhelmy reference. 
Examiner considers 27 to be the distal end wall of the body portion, which includes a 
first width that is greater than the width of the distal cutting end 43 (see figure 18 and 
column 8, lines 5-8). 

Examiner respectfully disagrees with applicant regarding the Levine reference. 
Trailing end and leading end are relative terms. Therefore, either end can be considered 
the trailing end. Thus, it is a matter of interpretation, and examiner has interpreted the 
cutting instrument to be advanceable over the body portion from the trailing end not the 
leading end. 

Examiner respectfully disagrees with applicant regarding Wilhelmy in view of 
Hanson et al. The element of the method that is lacking in Wilhelmy is depositing cut 
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material into a cavity formed in the body portion, wherein the cavity opens toward each 
of the upper and lower surfaces. As stated above, Hansen et al. disclose depositing cut 
material into a cavity 24 formed in the body portion 25, wherein the cavity opens toward 
each of the upper and lower surfaces and teaches the use of the cavity for passage of 
bone debris collected within the cavity during cutting (see column 5, lines 37-39). It 
would have been obvious to one skilled in the art at the time the invention was made to 
construct the device of Wilhelmy having a cavity formed in the body portion for 
depositing cut material, wherein the cavity opens toward each of the upper and lower 
surfaces, in view of Hanson et al., in order to provide a cavity for passage of bone 
debris collected within the cavity during cutting. 

Examiner also respectfully disagrees with applicant that a modification of 
Wilhelmy would result in the cutting instrument being provided with openings to deposit 
cut bone material. As previously stated, Hansen et al. disclose depositing cut material 
into a cavity 24 formed in the body portion 25, wherein the cavity opens toward each of 
the upper and lower surfaces and teaches the use of the cavity for passage of bone 
debris collected within the cavity during cutting (see column 5, lines 37-39). 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Annette R. Reimers whose telephone number is (571) 
272-7135. The examiner can normally be reached on Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on (571) 272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




